' @

NIKKEN

September 13, 2004

Office of Special Nutritional Products, S o
Labeling and Dietary Supplements (HFS-810) BT
Center for Food Safety and Applied Nutrition . SEP 2 ; 2004
Food and Drug Administration [

5100 Paint Branch Parkway -

College Park, MD 20740

Re: Notification of Product Claims

Dear Sir or Madam:

This letter serves as a thirty day notification, pursuant to 21 U.S.C. 343 (r) (6) (section
403 (r) (6) of the Federal Food, Drug and Cosmetic Act), of the nutritional support label
statement being made by Nikken, Inc., located at 52 Discovery, Irvine, CA 92618, in
connection with the marketing of its Lactoferrin Gold 1.8 formula. A list of the product
ingredients and nutritional support statements are set forth in the attached Exhibit “A”.

The undersigned certifies that the information contained in this notice is complete and
accurate and that the company maintains documentation to substantiate that its product
claims are truthful and not misleading.

If you have any questions, please feel free to contact the undersigned.

Sincerely,

| ) 7
enda c;j wresident

Nikken, Inc.

Attachment: Exhibit “A”
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Product:

EXHIBIT “A”

Lactoferrin Gold 1.8

A dietary supplement containing vitamin A, lactoferrin,
turmeric root extract and fructocligosaccharide.

Statement of Nutrition Support:

Formula for total body support.
Assists in preserving a healthy intestinal tract.
Helps maintain beneficial bacteria.

Lactoferrin is an essential foundation for 1life. It
supports physiological functions including intestinal
and immune system activity. Lactoferrin also enhances

the body’s natural antioxidant response.

As a prebiotic, Lactoferrin can stimulate the growth
of probiotic compounds that encourage production of
the body’s natural defenses.



